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510(K) Summary

This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance

with 21 CFR, Padt 807, Subpart.E, Section 807.92.

1) Submitters name, address, telephone number, contact person:

FUJIFILM SonoSite, Inc.
21919 30 Drive SE
Bothell, WA 98021-3904

Corresponding Official: Scott E. Paulson Noy
Sr. Manager, Regulatory Affairs U427

E-mail: Scott. Paulson~csonosite.com
Telephone: (425) 951-6926
Facsimile: (425) 491-8356
Date prepared: September 9, 2013

2) Name of the device, including the trade or proprietary name if applicable, the common or
usual name, and the classification name, if known:

Common/ Usual Name

Diagnostic Ultrasound System with Accessories

Proprietary Name

SonoSite X.Porte TM Ultrasound System (subject to change)

Classification Names

Name FIR Number Product Code

Ultrasonic Pulsed Doppler Imaging System 892.1550 90-IYN

Ultrasonic Pulsed Echo Imaging System 892.1560 90-IYO

Diagnostic Ultrasound Transducer 892.1570 90-ITX

3) Identification of the predicate or legally marketed device:

SonoSite Edge Ultrasound System K1 13156

4) Device Description:

The SonoSite X-Porte Ultrasound System is a highly mobile, full featured, general purpose, diagnostic
ultrasound system used to acquire and display high-resolution, real-time ultrasound data through multiple
imaging modes. X-Porte is a custom fabricated digital electronic design that readily lends itself to be
configured for specific ultrasound imaging applications through different system feature selections. The
system interface can be customized for the user and controlled using a backlit touchscreen much like
what is used in consumer tablet products. X-Porte can be operated in two different configurations, stand-
based with AC power or battery, and desktop-based with AC power only. In desktop configuration the
ultrasound engine can be removed from the stand and used by itself with a single transducer and external
monitor,
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5) Intended Use:

The FUJIFILM SofaSite X-Porte Ultrasound System is a general purpose ultrasound system
intended for use by a qualified physician for evaluation by ultrasound imaging or fluid flow
analysis of the human body. Specific clinical applications and exam types include:

Ophthalmic
Fetal - OB/GYN

Abdominal
Intra-operative (Abdominal organs and vascular)

Pediatric
Small Organ (breast, thyroid, testicles, prostate)

Trans-vaginal
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Cardiac Adult
Cardiac Pediatric
Peripheral vessel

6) Technological Characteristics:

SonoSite X-Porte and Edge Ultrasound Systems are both Track 3 devices that employ the same
fundamental scientific technology. A comparison table is provided below.

Feature Sonoit X-Porte Ultrasound
System SonoSite Edge Ultrasound System

(this submission) (1113156)

Intended Use Diagnostic ultrasound imaging or fluid flow Diagnostic ultrasound imaging or fluid flow
analysis of the human body analysis of the human body

Indications for Use Opthalnmic Opihalmic
Fetal - OB/GYN Fetal - OB/GYN
Abdominal Abdominal
lntraoperative (abdominal organs and lntraoperative (abdominal organs and
vascular) vascular)

Intrai-operative (Neuro.)
La paroscopic

Pediatric Pediatric
Small Organ (breast, thyroid, testicle, prostate) Small Organ (breast, thyroid, testicle, prostate)

Neonatal Cephalic
Adult Cephalic
Trans-Rectal

Trans-Vaginal Trans-Vaginal
Musculo-skeletal (Conventional) Musculo-skeleta (conventional)
Musculo-slkeletal (Superficial) Musculo-skeletal (Superficial)
Cardiac Adult Cardiac Adult
Cardiac Pediatric Cardiac Pediatric

Trans-esophageal (ciac)

Peripheral Vessel .Peripheral Vessel
Needle guidance Needle guidance

Transducer Types Linear Array Linear Array
Curved Linear Array Curved Linear Array
Intracavitary Intracavitary
Phased Array Phased Array

Static Probes
Trans-esophageal
Wobbler Probes

Transducer 1.0 - 15.0 MHz 1.0 - 15.0 MHz
Frequency _________________
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Feature SonoSite X-Porte Ultrasound
System SonoSite Edge Ultrasound System

(this submission) (1(113156)

Acoustic Output Display Feature for Higher Outputs Display Feature for Higher Outputs
Display & FDA Ml Output Display Ml Output Display
Limits TI Output Display TI Output Display

Modes of B-mode Grayscale Imaging B-mode Grayscale Imaging
Operation TsuHamncIgig3D14D Grayscale Imaging

Tisse Hamoni ImaingTissue Harmonic Imaging
M-mode -M-rnode

Anatomical M-Mode
Color M-Mode Color M-Mode

Color Power Doppler Color Power Doppler

Zoom Zoom
Combination Modes Combination Modes
Pulsed Wave (PW) Doppler Pulsed Wave (PW) Doppler
Continuous Wave (CV) Doppler Continuous Wave (CW) Doppler
SonoH-D2 Noise Reduction SonoHD2 Noise Reduction
SonoMB/MBe Image Compounding SonoMBfMBe Image Compounding

Steered CW Doppler Steered CW Doppler
Velocity Color Doppler Velocity Color Doppler
Tissue Doppler Imaging (TDI) Tissue Doppler Imaging (TDI)

PW Doppler Available Available

CW Doppler Available Available

Velocity Color Available Available
Doppler

Elastography Not available Available
(Strain), and Strain
Rate Imaging

ECG Feature 3-lead ECG input 3-lead EGG input

DICOM DICOM 3.0 DICOM 3.0

IMT Measurement Not available Available

Measurement and Obstetrical, cardiac, volume. M-nmode, PW and Obstetrical, cardiac, volume, M-mode, PW and
Calculations CW Doppler measurement and calculation CW Doppler measurement and calculation

packages packages

#Transmit 128 digital channels 128 digital channels
Channels

#Receive 64 digital channels 64 digital channels
Channels (128 digital channels using Synthetic Aperture) (128 digital channels using Synthetic Aperture)

Patient Contact Transducers: Transducers:
Materials Acrylonitrile-butadlien-styrene (ABS) Acrylonhtrile-butadien-styrene (ABS)

Cycoloy
Dow Medical Adhesive, Type A Dow Medical Adhesive, Type A
Epoxy paste adhesive, Epoxy paste adhesive.

______________Polysulfone UDEL P1700 Polysultone UDEL P1700
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Feature SonoSite X-Porte Ultrasound
System SonoSite Edge Ultrasound System

(this submission) (K(1131 56)

Polyurethane Polyurethane
Poly-Vinyl-Chloride (PVC) Poly-Vinyl-Cliloride (PVC)
Silicone Rubber Silicone Rubber
Urethane Urethane

Needle Guides: Noodle Guides:
Acetal copolymier Acetal copolymer
Acrylonitrle-butadien-styrene (ABS) Acrylonitde-butadien-styrene (ABS)

System K-Paneo (stand configuration): Edge:
Characteristics Beamformer 1281128 using SA (configurable) Beamformer 128/128 using SA (configurable)

12.1" Capacitive touch screen interface Hand held display and control
19' LED LCD HD external monitor Single 12.1" Liquid Crystal Display (LCD)
256 gray shades on LED LCD 256 gray shades on LCD

6 USB 2.0 ports 2 USB ports

Dimensions: 15.6" (W)J x 13.2"(L) x 3.1' (H) Dimensions: 129(W) x 12.4 (L) x 2.5(H)

Weight (fully configured with stand, all options Weight: 8.5 lbds

and 3 transducers connected): 148.1 lbs

Stand base Dimensions: 26.4" L x 21.2" W
Stand Height (max): 64" (monitor up)
Stand Height (min): 42.2" (monitor down)

System operates via battery or AC power System operates via battery or AC power
mounted on the stand.

Battery life: 1 hour operational - 3 days idle Battery operated (1.5 - 4 hour operation per
charge)

Input: 100 -240 VAC. 50160 Hz
Output 1: 24V0C output. 275 W max 100 - 240V options. 50/60 Hz, 15SVDC output
Output 2: 100-24OVAC, 50-60 Hz (AC Printer)

Wreless 802.11 (a/b/g/n) support for image
transfer Wireless 802.11 (a~b\g) support for image

transfer
K-Porte (desktop configuration):

Same software features/capabilities as the
stand configuration. Does not have the stand.
touch panel interface. DVR. and mobile power
unit.

AC power
100 - 240V options. 50/60 Hz

510(k) Track Track 3 Track 3
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7) Determination of Substantial Equivalence:

Summary of Non-Clinical Tests:
The X-Porte Ultrasound System has been evaluated for electrical, thermal, mechanical and EMC safety.
Additionally, cleaning/disinfection, biocompatibility, and acoustic output have been evaluated, and the
device has been found to conform to applicable mandatory medical device safety standards. Assurance
of quality was established by employing the following elements of product development: Design Phase
Reviews, Risk Assessment, Requirements Development, System and Software Verification, Hardware
Verification, Safety Compliance Verification, Clinical Validation. All patient contact materials are
biocompatible and are materials that are already used in the predicate device. Reports for these elements
of product development are referenced in Attachment 6.

The X-Porte Ultrasound System is designed to comply with the following voluntary standards.

Reference No. Title

AAMIIANSIIISO Biological evaluation of medical devices -- Part 1: Evaluation and testing within a
10993-1 risk management process

I EC 60601 -1 Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance

lEG 60601-1-2 Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility -
Requirements and tests

lEG 60601-2-37 Particular Requirements for the basic safety and essential performance of
ultrasonic medical diagnostic and monitoring equipment

ISO014971 Medical devices - Application of risk management to medical devices

NEMA UD 2-2004 Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment

NEMA UD 3-2004 Standard for Real-Time Display of Thermal and Mechanical Acoustic Output
Indices on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in
Medicine

NEMA PS 3.15 NEMA Ps 3.15:2011, Digital Imaging and Communications in Medicine
(DICOM). Part 15: Security and System Management Profiles

Summary of Clinical Tests:
The SonoSite X-Porte Ultrasound System and transducers, subject of this submission, did not require
clinical studies to support the determination of substantial equivalence.

8) Conclusion:

Intended uses and other key features are consistent with traditional clinical practice and FDA guidance.
The X-Porte device and predicate both conform to applicable electromedical device safety standards with
compliance verified through independent evaluation. The X-Porte device and predicate both meet FDA
requirements for Track 3 devices, share indications for use, have biosafety equivalence and are
manufactured using the same ISO 13485 quality system. FUJIFILM SonoSite, Inc. believes that the X-
Porte Ultrasound System is substantially equivalent with regard to safety and effectiveness to the
predicate device(s).
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1:011d :Jid DIlne Adrunnon

I 10903 -N,,, I Ilmp~ hu \; en c
)ucurunmimI ClcIt - 06Gtl

SiIhc Spring. MD) 20993-0002'

Novemnber 4. 2013j
FUJ IFILUM SONOS ITB, INC.
C/O MARK JOB
RESPONSIBLE THIRD PARTY OFFICIAL
REGULATORY TECHINOLOGY SERVICES i.L-C
1394 25T1 STREET NW
BIUFAi.ONIN 55313

Re: K 133I34
Irade/IDcvice Naim: SonoSite X-i'orte'" Ultrasound Svstem
Regulation Number: 21 CFR 892.1 550
Regulation Name: Ultrasonic iptulsed doppler imaging system
Regulatory C lass: I I
Product Code: IYN. IYO. li1X
Dated: October 22, 2013
Received: October 23. 2013

lDcar Mr. Job:

We have reviewecd your Sectio 51 51 (lk) prem arket nolltifcation o-f int ent to market I he dev ice
re Iierenced above and have deterin ed the-device is s Ubsturit ially equtiv~alenit ( Ibr the inrd icat ions
tor Use stated in the enclosuire) to legal lv marketed predicate devices marketed in interstate
commerce prior to May 28. 1976. the enactment date ci the Medical Device Amendments. or to
devices that have been rec lassiflied in accordance with the provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval of a prenlarket approval application (PMIA).
You may. therefore. market the device, subject to the general controls provisions of die Act. The
gteneralI controls prov'is ions of the Act inc lude req ui remnents for annual registration. listing of
devices, good mno lfactriring practice. labeling, and prohibit ions against misbranding and
adul~terat ion. P'lease note: CD RI-I dloes not evalIuatec in format ion related to con tract liability
warratnties. We remind YOU. however, that device labeling must be truth ItiIl and not in islead ing.

Thiis determiin ation of siibst ant ial I q a a lec app lie's to thle Following t ransduace rs in tended Ifmr
Use With the SonoS ite X -PorteTM Uiltrznsound System, as descr ibed in Y'our premarket notificat ion:

Transdtucer iModel N umber

C6Oxp/5i-2 Ni I lz TransduIcer II 1L5.Oxp/l 5-6 NI lz Transducr
ICTxp/9-5 Mlixl Iz1ransduce L2Sx\p/l 3-6 l lzTransducer
1.38xp/ 10-5 NMIlx lransd acer l'2 I p/ -l Mvlix iranlsd cer

If your iidevice is classified(see abo(ve) into ieircliss 11 (Special Controls)or class Ill (tMIA).
i maN be S~ib icci to add itional controls ii stIngi Maj or regUtat ions aftlcetiiiL g our device can be
mibnd in the Code of Federal Reittilalions. Title 2 1. Parts 800 to 898. In addition. Fi)A miay

pu~blish further an nouncements concerning your1 device ill thle Federal Register.



Page 2-Mr. Job

P)lease be adv ised that FDlA's i sstuance ofa substantial eqivalence determination dues not mean
thiat FDlA has in ade at determin at ion that oirdev icce Ciii plies w iii other req Ili re ment s of-thle Act
or aii' Federal stattes and regulations administered b other Federal agten cies. YO 1111List
comply with all thle Act's requtiremlents. including. hut not limited to: registration and listing (21I
CU;R P;art 807): labeling (21 CUR Part 801): medical device reporting (reporting of miedical
device-related adverse events) (2 1 CU:R 803): good manufacturing practice requirements ats set
lbrth in the qua lit)' systemis (QS ) regulat ion (2 1 CUR Part 820): and if applicable. the electronic
productI radiation control provisions (Sect ions 53 1-542 of'tli Act): 2 1 CUR 1000- 1050.

Ilfyou desire specific advice for your devi ce onl our labelIing regulation (21. CFR Part 801), please
contact the Division of Small Mann Ibettirers, International aind Consumer Assistance at its toll-
firee nlumber (800) 638 204 1 or (301) 796-7100 or al its Internet address

Ii tn:1w w. I . ~~vM d ical cv ee!Resc I C lirYmiI i ut /dclhii. I tn.Also, please note
the reg Ulat ion en titled. "Misbrand inrg by reference to prem ark ci not ilcat iona' (2 1 Cl R Part
807.97). For qmest ions regardig the reporting ol' adverse events tinder thle MD lR reCgulation (2 I
CUR Part 803). please go to
II to: f.,%\ww\. Idia. --o\y/,MNI ciC cIll )e Vi CeS/Sa Uc v/RCeporn i 'i 'he/del ll .1i tiin lbr the CD)RI-I's 0 ff1cc
of SLIrye illance and 13 onlicirics/Di "is i~ o ofPostm arket SuiirveilIlance.

YO H1111Ma obta in other general in bl'orm1 ation o our responsibilIi ties unrder thle Act from the
Division of Sinai I Mann fitturers. International and Consumer Assistance at its toll-free number
(800) 638-204 1 or (30 1) 796-7100 or at its Internet address
I Iit n:/A;\N XtdA Iv /N'Icd iClDeVieeS,'RCSoiirce Ior')noin t rsi rAI leI it It.h1rii1i

Sincerely, \ours.

Janine Morris
Director
Division of' Radiological Hl~lcth
Office of In Vitro Diagnostics

and Raidio logical I IcaIt h
Center Ior Devices and Radiological I lealtli

Enclosure



510(k) Number (if krnown)
K133 134

Device Name
FUJMFLM SonoSite X-Porre Ultrasound System

Indications for Use (Describe)
The FWIFILM SonoSite X-Ponte Ultrasound System is a general purpose ultrasound system Intended for usC by a qualified physician
for evaluation by ultrasound imaging or fluid flow analysis of the human body. Specific clinical applications and exam types include:

Ophthalmic
Petal - OB/GYN
Abdominal
1mtm-operstive (Abdominal organs and vascular)
Pediatric
Small Organ (breast, thyroid, testicles. prostate)
Trans-vaginal
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Cardiac Adult
Cardiac Pediatric
Peripheral vessel

Type of Use (Select one or both, as applicable)

[R Prescription Use (Part 21 CFR 801 Subpart 0) 0 Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE B3ELOW THIS UNE - CONTiNUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (8M13) ,'Ea...,ist F
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Table 1.3.1: Diagnostic Ultrasound Indications for Use Form - FUJIFILM SonoSite X-
Porte Ultrasound System

System: FUJIFILM SonoSite X-Porte Ultrasound System
Transducer: N/A
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

___________________body as follows:
Clinical Application _ _ Mode of Operation ____

C IColor Combined Other
_______________ 8 M PWD CD Doppler (Spec.) (Spec.)
Ophthalmic N N N I N B+M; B+CD 1-5

Fetal N N N N B+MV; B+PWD; 8B-CD 1-3,5
N N N N B+M: B+PWD: -

Abdominal ____BiCWD; 5+C21-
Intra-operative (Abdominal N N N N B.M: B+PWD; B+CD 5

organs and vascular) _________________

Intra-operative (Neuro.) __________

Laparoscopc
N N N N B+M: B+PWD;15

Pediatric BC_____C
Small Organ (breast, thyroid, N N N N B+M; B+PWD1-

testicles, prostate) ____ ___ ___ 4CD _____

Neonatal Cephalic___________ _____

Adult Cephalic _______________ _____

Trans-rectal
Trans-vaginal N N N N B+M: B+PWD: Si-CD 1.5
Trans-urethiral ______________________

Trans-esoph. (non-Card.) _______________ _____

N N N N B.M: B+PWD15
Musculo-skel. (Convent.) Si-CD _____

-Musculo-skel. (Superfic.) N N N N B+M; B+PWD: Si-CD 1,4,5
Intra-luminal
O th e r (s p e c .)NNNNN 

M ; B P D1 - .
Cardiac Adult BI-8CWD: Si-CO

N N N N N Bi-M; BiPWO; 1-.
Cardiac Pediatric ____ ___ iC WD: Si-CD13,

Trans-esophageal (card.) I____________

Perihera esel N I N N N Bi-N: 5-P WO; B.CD 1-
Other (spec.)r I___ I___ I_____ I I_________

N= new indication: Pm previously cleared by FDA; E= added under this appendix

Additional Comments:
1: Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures and
imaging guidance for peripheral nerve block procedures. Color Doppler includes PowerNelocityNariance.
2: Tissue H-armonic Imaging (THI)
3: Tissue Doppler Imaging (TDI)
4: Steep Needle Profiling (Sono Ma~e)
B: Multi-beamn Imaging (SonoME) in B-Mode

Prescription Use (Per 21 CFR 801.109)

Page 2 of 8



Table 1.3.2: Diagnostic Ultrasound Indications for Use Form - CB0xpI5-2 Transducer

System: FUJIFILMV SonoSite X-Porte Ultrasound System
Transducer: CO0xpI5-2 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

_________________body as follows:
Clinical Application Mode of Operation _ __

CD Color Combined Other
B M PWD D Doppler (Spec.)(Se.

Ophthalmic ___

Fetal N N N ____ N B+M; B+PWD, B.CD 1,.5
Abdominal IN N N N B+M, B.PWD, B+CD 1,.,5

Intra-operative (Abdominal IN N N N B+M, B+PWD; B+CD 1.2,5
organs and vascular) ___

Intreoa rative (Neuro.)
La paroscop ic _____________________

Pediatric IN N N N B.M. B+PWD, B+CD 1.2,
Small Organ (breast, thyroid.

testicles, prostate) I____ I__________ ____

Neonatal Cephalic _________

Adult Cephalic
Trans-rectal

Trans-vaginal _____

Trans-urethral
Trans-esoph. (non-Card.) I_____

-Musculo-skel. (Convent.) IN N N IN B-iM; B+PWD: B+CD 1.2.5
Musculo-skel. (Superfc.) __________ _____

Iritra-luminal
Other (spec.) ___ _____

Cardiac Adult
Cardiac Pediatric

Trans-esophageal (card.)____ ______________________

Other (spec.) ___ ___ ___ ______________ _____

Peripheral vessel N EN N ____ N B.M; B+PWD; B+CD 1.5
Other (spec.) ___ ___ ____________________

N-new indication: Pn previously cleared by FDA; E- added under this appendix

Additional Comments:
1: Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures and
imaging guidance for peripheral nerve block procedures. Color Doppler includes PowoerNelocityNariance.
2: Tissue Harmonic imaging (Hi)
3: Tissue Doppler Imaging (TDl)
4: Steep Needle Profiling (Sono Mae)
5: Multi-beam Imaging (SonoMB) in B-Mode

Prescription Use (Per 21 CFR 801.109)
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Table 1.3.3: Diagnostic Ultrasound Indications for Use Form - HFL5,Oxp/15-6
Transducer

System: FUJIFILMV SofaSite X-Porte Ultrasound System
Transducer: HFL5OxpI1 5-6 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

___________________body as follows:
Clinical Application ___ _____Mode of Operation _ _

IM WD CD Color Combined Other
________________ B M PD CD Doppler (Spec.) (Spec.)

0phthalmic ___ ___ ___

Fetal _______ ___

Abdominal N N N N B+M:. B.PWO;. B+CD 14
Innr-operative (Abdominal1,5

organs and vascular) N N N N B+M: B+PWVD; B+CD 1,5
Intra-operative (Neuro.) _______

La parosoop ic ___

Pediatric N N N N B+M: B+PWD; BeOD 1,4,5
Small Organ (breast, thyroid,1.5

testicles. prostate) N IN N N B+M: B+PWD: B+C0 .D
Neonatal CephalicII

Adult Cephatic I___

Trans-rectal
Trans-vaginal
Trans-urethralI

Trans-esoph. (non-Card.)
Muscuto-skel. (Convent.) N N N N BCM: B+PWO; B+CD 1,4,5
Musculo-skel. (Superfic.) N N N N B+M: B+PWD: B+CD 1.4,5

Intra-luminal ___

Other (spec.) ___

Cardiac AdultI
Cardiac Pediatric

Trans-esophageal (card.) ______ ___________

Other (spec.) ________ ____ __________ ____

Peripheral vessel N N N I__ N B+M, B.PWD, B+CD 1,4,5

N= new indicatin: Ppeviously Cleared by FDA: E= added under this appendix

Additional Comments:
1: Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures and
imaging guidance for peripheral nerve block procedures. Color Doppler includes PowerNelocftyNariance.
2: Tissue Harmonic Imaging (THI)
3: Tissue Doppler Imaging (TDI)
4: Steep Needle Profiling (Sono Mee)
6: Multi-beam Imaging (SonoME) in B-Mode

Prescription Use (Per 21 CFR 801.109)
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Table 1.3.4: Diagnostic Ultrasound Indications for Use Form - lCTxp/9-5Transducer

System: FUJIFILMV SofaSite X-Porte Ultrasound System
Transducer: lCTxp/9-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

___________________body as follows:
Clinical Application ___Mode of Operation ____

Color Combined Other
___________ B M PWI) CWD IDoppler (Spec.)(Se.
Ophthalmic I___

Fetal N N N N 8+M; B+PWD: B+CD 1.5
Abdominal ___

Irntra-operative (Abdominal
organs and vascular) ___

Intra-operative (Neuro.) ________________________

La pa rosco pic
Pediatric

Small Organ (breast, thyroid,
testicles, prostate)
Neonatal Cephalic ___ _________

Adult Cephalic ___

Trans-rectal
Trans-vaginal N N N N B+M: B+PWD; B+CD 1,5
Trans-urethral

Trans-esoph. (non-Card.) ___

-Musculo-skel. (Convent.) ____

Musajlo-skel. (Supertlc.)
Intra-lurninal
Other (spec.) ___

Cardiac Adult ___

Cardiac Pediatric __

Trans-esophageal (card.) ___________________________________

Other (spec.) ___ __ ___ ____ _________ _____

Peripheral vessel __ _______ ________ _____

Other(spec.)__ ____

N-newv Indication: P= previously cleared by FDA: E- addeduneIisapdx

Additional Comments:
1: Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures and
imaging guidance for peripheral nerve block procedures. Color Doppler includes PowerNelocityNariance.
2: Tissue Harmonic imaging (TI)
3: Tissue Doppler Imaging (TDI)
4: Steep Needle Profiling (Sono MBe)
6: Multi-beam Imaging (SonoMS) in B-Mode

Prescription Use (Per 21 CFR 801.109)
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Table 1.3.5: Diagnostic Ultrasound Indications for Use Form - L25xp/1 3-6 Transducer

System: FUJIFILMV SonoSite X-Porte Ultrasound System
Transducer: L25xp/1 3-6 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

___________________body as follows:
Clinical Application ___Mode of Operation ____

Color Combined Other
B M PWDj CWD Doppler (Spec.) (Spec.)

Ophthalmic N N N N 8 +M; B*PWD; 8+CD 1.4.5
Fetal ___ __ ________________

Abdominal N N N N B+M; B+PWD: B+CD 1,4,5
Intra-operative (Abdominal N N N N B+M: 8-+PWD; B+CD 1.4,5

orgams arnd vascular)___________ ______

Intra-oerative (Neuro.) ___________

Laparoscopic ___ __________ ______

Pediatric N N N I N IB+M: B+PWO: B+CO 1,4,5
Small Organ (breast thyroid. N N N N B+M; B+PWO; B+-CD 1.4.5

testicles, Prostate)11 1
Neonatal Cephalic ____________ _____

Adult Cephalic __________

Trans-rectal ______

Trans-vaginal ___ __________ ______

Trans-urethral _____

Trans-soph. (non-Card.) _______ ________________

-Musculo-skel. (Convent.) N N N N B+M: B+PWD: B+CD 1,4,5
-Musculo-skel. (Superfic.) N N N I N IB+M: B.PWD; B*CD 1,4,5

Inira-tuminal ___ __________ ______

Other (spec.) ___ ____

Cardiac Adult ___ ______________

Cardiac Pediatric ___ ___ ______________

Tmans-esophageal (card.) ___ ________

Other (spec.) ___ _______ ____

Peripheralivessel NU N N _ _ N B+M; B+PWD: B+CD 1 1.4.5
Other (spec.) _ ___ I________ ____ ______

Nnew Indication: P- previously cleared by FDA: E= added under this appendix

Additional Comments:
1: Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures and
imaging guidance for peripheral nerve block procedures. Color Doppler includes PowerNelocity/Varience.
2: Tissue Hanroonic imaging (THI)
3: Tissue Doppler Imaging (TDl)
4: Steep Needle Profiling (Sono MBe)
6: Muti-beam Imaging (SonoMB) in B-Mode

Prescription Use (Per 21 CFR 801.109)
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Table 1.3.6: Diagnostic Ultrasound Indications for Use Form - L38xp/1 0-5 Transducer

System: FUJIFILMV SonoSite X-Porte Ultrasound System
Transducer: L38xp/1O-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application ___Mode of 0p eation _ _

Color Combined Other
________________ B M PWD CWO Doppler (Spec.) (Spec.)

Ophthalmic ________ __________

Fetal
Abdominal N N N _ _ N B*M; B+PWD; B+CD 1,4,5

Intra-operative (Abdominal organs1.5
and vascular) N N N _ _ N_ B.M: B+PD B+CO ..

Innr-operative (Neuro.) ____________________

Lape roscop ic ________ ______________

Pediatric N N N N_ B+M; B+PWD: B+CD 1,45L
Small Organ (breast, thyroid. 1.415

testicles. prostate) N N N _ _ N B+M; B+PWO: B+CD ___

Neonatal Cephatic
Adult Cephalic _________________

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel, (Convent.) N N N N B+M, B+PWD, B+CD 1,4,
Musculo-skel. (Superfic.) N N N N B*M; B+PWD: 84-CD 1.4.5

Intra-luminal
Other (spec.)-
Cardiac Adult

Cardiac Pediatic
Trans-sopha eat (card.)____ _________ ___

Other (spec.) ___ _______ _____________

Peripheral vessel N N N _ _ N Bi-M: B+PWO: B+C 14.
Other (spec.) _______ _______ _________

NW= new indicaition: P= previously cleared by FDA: E= added under this appendix

Additional Comments:
1: Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures end
imaging guidance for peripheral nerve block procedures. Color Doppler includes PowerNelocityNariance.
V: Tissue Harmonic Imaging (TI)
3: Tissue Doppler Imaging (TDl)
4: Steep Needle Profiling (Sono Ma)
5: Multi-beam Imaging (SonoMS) in B-Mode

Prescription Use (Per 21 CFR 801,109)
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Table 1.3.7: Diagnostic Ultrasound Indications for Use Form - P2lxp/5-1 Transducer

System: FUJIFILM SonoSite X-Porle Ultrasound System
Transducer: P21I xpI5-1 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flaw analysis of the human

body as follows:
Clinical Application _ _ _ Mode of Operation ___

Color Combined Other
_______________ B M PWD CWD Doppler (Spec.) (Spec.)
Ophthalmic

Fetal N N N N B.M: B+PWD: B.CD 1-3.5
Abdominal N N N N N B+M. B+PWD. B+CWD: B+CD 1-3.5

Intro-operatie (Abdominal N N N N 8.M, B+PWD. 8+00 1-3.5
organs and vascular)

Intra-operative (Neuro.)
Laparoscopic

Pediatric N N N N I 8+M. B+PWD 1-3.5
Small Organ (breast, thyroid. N N N N B+M; B+PWD: 8+00 1-3,5

testicles, prostate) ____ _____________ ____

Neonatal Cephalic
Adult Cephalic _____________ ____

Trans-rectalI I
Trans-vaginal
Trans-urethmal

Traris-esoph. (non-Card.) ____

Musculo-skel. (Convent.) N N N N B+M: B+PWD: 8+00 1-3,5
Musculo-skel. (Superfic.)

Intra-luminol
Other (spec)
Cardiac Adult N N N N N B+M: B+PWD: B+CWD: 8+00 1-3.5

Cardiac Pediatric N N N N N B+M; B+PWD; B+CWD; B+CD 1-3,5
Trans-esophageal (card.) _______________

Other (spec.) _____________ ____

Peripheral vessel N N N __ N B+M; B+PWD: B+CD13
Other (spec.) __ __ ____ _____________ ____

N-new indication: P- previously cleared by FDA; E= added under this appendix

Additional Comments:
1: Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures and
imaging guidance for peripheral nerve block procedures Color Doppler includes Power/VelocityNariance.
2: Tissue Harmonic imaging (TI)
3: Tissue Doppler Imaging (Toll
4: Steep Needle Profiling (Sono MBe)
6: Multi-beam Imaging (SorioMS) in 8-Mode

Prescription Use (Per 21 CFR 801.109)

Page 8 of 8


